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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 GFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 
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4) ^ Claim(s) 1-26 and 28-31 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) KI Claim(s) 1-26 and 28-31 is/are rejected. 
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DETAILED ACTION 
Finality Withdrawn 

The Finality of the last Office Action is WITHDRAWN in order to clarify the prior 
rejections of record. The instant Office Action is made Final. 



Status of the claims 

Claims 1-26 and 28-31 are currently pending. Claim 27 has been canceled by applicant. 
Claims 1-26 and 28-31 are presented for examination on the merits. 

All rejections and/or objections not explicitly maintained in the instant office action have 
been withdrawn per Applicants' claim amendments and/or persuasive arguments. 



Rejections 
Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 



The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 



1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness or nonobviousness. 
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Claims 1-11, 13-16 and 18-28 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over TIMMINS (US 6,031,004) and BALKAN (US 2003/0139434) as 
evidenced by TYLER (W.S. TYLER CANADA, product and price catalog), MARTIN (US 
6,110,497) and SHIMIZU (US 6,328,994). 
Response to Arguments: 

Applicant's arguments filed 10/01/2010 have been fully considered but they are not 
persuasive. 

Applicant's argument that "although the active ingredient is sieved in Timmins, the steps 
of adding additional excipients to the sieved active ingredient, followed by mixing and 
compressing, will result in a mixture containing particles that are larger than 710 microns" (p. 
19, lines 11-14), is not considered persuasive because no supporting evidence has been 
submitted. Furthermore the instant specification indicates that the size is determined as follows: 

[0026] In addition, when two dispersible tablets according 
to the invention are immersed in 100 ml wafer R, and they 
are stirred until the total dispersion of the particles being 
contained in such tablets, the thus obtained particle disper- 
sion is homogeneous and wholly goes through a sieve with 
a nominal mesh opening of 710 urn (European Pharma- 
copeia, 4 th Edition, Section 4-4), 

Applicant's attention is drawn to paragraph 26 of the instant specification because the 
specification recites that the tables are immersed in 100ml of water and stirred until they reach a 
total dispersion prior to being sieved through a sieve with a nominal mesh opening of 710(im. 
The water-soluble particles of the tablet composition will dissolve and will pass through the 
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sieve. Only non-water soluble particles or poorly-water soluble particles, granules, or aggregates 
will remain that will need mesh openings of 710pm in order to pass through. 

Applicant's arguments do not suggest that the product of TIMMINS does not meet the 
above immersion/stirring/dissolution prior to sieving and no data have been presented showing 
that the product of TIMMINS does not meet the above immersion/stirring/dissolution prior to 
sieving. Accordingly, Applicant's argument that the composition of TIMMINS will result in a 
mixture containing particles that are larger than 710 microns is not considered of sufficient 
weight to overcome the obviousness rejection, particularly in view of the 
immersion/stining/dissolution prior to sieving guidance provided in the instant specification. 

Applicant's argument that the phrase "dispersible or orodispersible" in the presently 
claimed invention is not properly construed as a statement of intended use because it describes a 
structural feature of the presently-claimed invention, is acknowledged. In response the examiner 
argues that those structural features that are in the body of the claim that confer such a function 
(i.e. dispersible or orodispersible) have been fully addressed. 

Claim 12 is rejected under 35 U.S.C. 103(a) as being unpatentable over TIMMINS 
(US 6,031,004) and BALKAN (US 2003/0139434) as evidenced by TYLER (W.S. TYLER 
CANADA, product and price catalog) as applied to claims 1-11, 13-16 and 18-28 above, and 
further in view of BONHOMME (US 6,372,790). 
Response to Arguments: 

Applicant's arguments filed 10/01/2010 have been fully considered but they are not 
persuasive. 
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Applicant's arguments regarding TIMMINS have been addressed above, and no separate 
arguments over BONHOMEE have been presented. 

Claim 29 is rejected under 35 U.S.C. 103(a) as being unpatentable over TIMMINS 
(US 6,031,004) and BALKAN (US 2003/0139434) as evidenced by TYLER (W.S. TYLER 
CANADA, product and price catalog) as applied to claims 1-11, 13-16 and 18-28 above, and 
further in view of OHNO (US 4,017,598); and further evidenced by BENNET 
("Pharmaceutical Production: An engineering guide," 2003, Institution of Chemical 
Engineers, Chapter 6, pp. 111-153). 
Response to Arguments: 

Applicant's arguments filed 10/01/2010 have been fully considered but they are not 
persuasive. 

Applicant's arguments regarding TIMMINS have been addressed above, and no separate 
arguments over OHNO or BENNET have been presented. 

Claims 30 and 31 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
TIMMINS (US 6,031,004) and BALKAN (US 2003/0139434) as evidenced by TYLER (W.S. 
TYLER CANADA, product and price catalog) as applied to claims 1-11, 13-16 and 18-28 
above, and further in view of VENKATESH (US 6,475,510); and further evidenced by 
BENNET ("Pharmaceutical Production: An engineering guide," 2003, Institution of 
Chemical Engineers, Chapter 6, pp. 111-153). 
Response to Arguments: 
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Applicant's arguments filed 10/01/2010 have been fully considered but they are not 
persuasive. 

Applicant's arguments regarding TIMMINS have been addressed above, and no separate 
arguments over VENKATESH or BENNET have been presented. 

Conclusion 

Claims 1-26 and 28-31 are pending and have been presented for examination on the 
merits. Claims 29, 30 and 31 are rejected under 35 U.S.C. 112, second paragraph; and claims 1- 
26 and 28-31 are rejected under 35 U.S.C. 103(a). No claims allowed at this time. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to IVAN GREENE whose telephone number is (571)270-5868. The 
examiner can normally be reached on Monday through Thursday 7AM to 5:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bonnie Eyler can be reached on (571) 272-0871. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

IVAN GREENE 
Examiner, Art Unit 1619 

/Cherie M. Woodward/ 
Primary Examiner, Art Unit 1647 



